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The Oncentra MasterPlan 3.1 system is radiation treatment planning software designed
to analyze and plan radiation freatments in three dimensions for the purpose of treating
patients with cancer. The treatment plans provide estimates of dose distributions
expected during the proposed treatment, and may be used to administer treatments after
review and approval by qualified medical personnel.

Description

Oncentra MasterPlan 3.1uses externally acquired medical images and user input. The
Oncentra MasterPlan 3.1software is based on a modular client/server design, with the
treatment planning functions divided into “Activities”.

Oncentra MasterPlan 3.1 contains the following Activities:

« Anatomy Module:
The Anatomy Modeling (AM) module is an advanced contouring package for defining
structures (ROIs) related to the patient anatomy and target volumes for treatment planning.
The AM allows the user to create and edit image registration between image series so that
image fusion tools ¢an be utilized.

¢ Beam Module .
The Beam Modelling {BM) module handles specification of the beam shapes and other
manipulation of the treatment plan.

« Connectivity Module: :
The Connectivity Madule (CM) module handles all forms of DICOM data input to the Oncentra
Brachy system from external sources, and data output from the system to external sources.

» Dose Module
The Dose Modelling (DM) module handles execution of External Beam dose calculations.

+ Optimizer Module
The Oncentra Optimizer (OM} module handles execution of treatment plan optimization. This
activity will result in an optimized treatment plan for which the final dose calculation must be
performed by DM.

+ Brachy Planning Module
The Brachy Planning (BF) module handles execution of Brachytherapy dose calculations.

» Evaluation Module:
The Evaluation Module {EM) handiles the necessary tools for evaluating one treatment plan
that has a calculated Dose result. EM supports the same tools as BM but in a read-only mode.
Tools that are not read-only like new/delete beams, field shaping, edit MLC, apply/fremove
wedges, efc. are not supported in EM.

s« Evaluator Module
The Oncentra Evaluator {(EVAL) handles the necessary tools for evaluating and comparing
multiple treatment plans and dose summation of two or more plans for a selected case. The
user may also select a candidate plan and approve the plan for treatment. The EVAL is a
read-only activity with the exception of the plan approval function.

+ Volume Rendering
The Volume Rendering (VR} module handles visualization of plans and their corresponding
dose in 3D. No plan related data is modified in this module.

In addition, various system utilities are available.
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The software runs on a Windows XP platform.

Intended use:

The Oncentra MasterPian system is a radiation treatment planning software designed to
analyze and plan radiation treatments in three dimensions for the purpose of treating
patients with cancer. The treatment plans provide estimates of dose distributions

expected during the proposed treatment, and may be used to administer treatments after
review and approval by qualified medical personnel.

Summary of technological considerations:

Oncentra Ma_s._t_erP_Ia_n :_*:_._1 is substantiall e uivalent to the cleared predicate devices:
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(C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Adﬁﬁnistration
9200 Corporate Boulevard
Rockville MD 20850

Nucleiron Corporation

% Mr. Jay Yoriyuki Kogoma MAY 20 2008
Senior Staff Engineer

Intertek Testing Services NA, Inc.

2307 East Aurora Rd., Unit B7

TWINSBURG OH 44087

Re: K081281
Trade/Device Name: Oncentra MasterPlan 3.1
Regulation Number: 21 CFR §92.5050 _
Regulation Name: Medical charged-particle radiation therapy system
Regulatory Class: II
Product Code: MUJ
Dated: May 5, 2008
Received: May 6, 2008

Dear Mr. Kogoma:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic act (Act) that do not require approval of a premarket approval application (PMA).-
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and:
adulteration.

If your device is classified (see above) into either class 11 (Special Conirols) or class Il (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to §98. In addition, FDA
may publish further announcements concerning your device in the Federal Register.
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Please be advised thiat FDA’s issuance of a substantial equlvalence detenmnahon docs not mean
that FDA has made a determination that your device complies with other rcqulrernents of the Act:
or any Federal statutes and regulations administered by other Federal agencies. You must- _

. comply with all the Act’s requirements, mcludmg, but not limited to: registration and listing (21
. CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if apphcable the electronic -

: product radiation centrol prov1s1ons (Sections 531-542 of the Act), 21 CFR 1000-1050.

: Tms letter will allow you to begin marketing your device as deséribed in your Secuon S 10(k)
‘premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results i in a classification for your device and thus, permits your
devme to proceed to the market.

If you desire specific adv1ce for your device on our 1abe]mg regulauon (21 CFR Part 801), please
contact the Center for Devices and Radiological Health's (CDRH’S) Office bf Comphance at one
of the followmg numbers, based on the regulauon number at thc top of this letter. -

21 CFR 876.xxxx (Gastroentcrology/RenalfUroIogy) 240- 276-0115 -

21 CFR 884.xxxx (Obstetncs/(}ynecology) 240-276-0115
21 CFR892:xxxx  (Radiology) = . | 240-276-0120
Other . _ o . 240-276 0100

Also, please note the regulation entitled, ”Mlsbrandmg by reference to premarket notlﬁcatlon"
(21CFR Part 807.97). For questions regarding postmarket surveillance, please contact CDRH’s
Office of Surveillancé and Biometric's (OSB s) Division of Postmarket Surveillance at 240-276-
‘3474 For questions regarding the reporting of device. adverse events: (Medical Device Reporting
(MDR)), please contact the Division of Surveillance. Systems at 240-276-3464. You may obtain

" other general information on your responsibilities under the'Act from the Division of Small

' Manufacturers, Intemational and Consumer Assistance at its toll-free number (800) 638-2041 or

(240) 276-3150 or at its Internet address http: I/www fda. govlcdrh/mdustgglsuppgrt/mdex html, "

Smcerely yours

Nancy C O gdon A
Director, Division of chroductwe _

_ Abdommal and Radiological Devices
'Office of Device Evaluation

' Center for Devlces and Radlologlcal Health‘

~ Enclosuré
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510(k)
Number

Device Name

Indications for
Use

Indications for Use Statement

D818

Oncentra MasterPlan 3.1

The Oncentra MasterPlan system is a radiation treatment planning software
designed to analyze and plan radiation treatments in three dimensions for
the purpose of treating patients with cancer. The treatment plans provide
estimates of dose distributions expected during the proposed treatment,
and may be used to administer treatments after review and approval by
qualified medical personnel.

Prescription Use X AND/OR  Over-The-Counter Use
(Part 21. CFR 801 subpart D} (Part 21 CFR 801 subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF

NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)

gy gumfh,
(Divisiok Sign-Qff)
Division of Reproductive, Abdominal and
Radiological Devices
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